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DETAILED ACTION 
DETAILED ACTION 

The RCE dated 6-22-05 and the petition to revive dated 10-27-05 are 
acknowledged. 

Claims included in the prosecution are 22, 32-33, 36-41 , 51 , 55-61 , 64-68 and 

71-74. 

Claim Rejections - 35 U.S.C. ' 103 

1. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

2. Claims 22, 32-33, 36-41 , 51 , 55-61 , 64-68 and 71-74 are rejected under 35 
U.S.C. 103(a) as being unpatentable over EP (0639373) in combination with either 
knight (5,049,388) or Radhakrishnan (5,049,389) or Prince (5,290,540); or vice versa 
(Knight or Radhakrishnan or Prince each in view of EP). 
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EP teaches the same composition. The composition contains liposome 
encapsulated povidone iodine (abstract and entire article). What is lacking in EP is the 
teaching of the application of the composition to treat the infections of lower respiratory 
tract caused by microbes. However, EP teaches the administration of the composition to 
mucous membranes (page 2, lines 1-3). 

As pointed out before. Knight discloses liposome aerosol formulation for the 
delivery of drugs to respiratory tract. The particle sizes are 1-5 microns. The drugs 
include antibiotics, antiviral agents and steroids (note the abstract, Tables I and II, 
examples and claims). 

As also pointed out before, Radhakrishnan discloses liposome aerosol 
formulation for the delivery of drugs to respiratory tract. The particle sizes are 1-5 
microns. The drugs include antibiotics, antiviral agents and steroids (note the abstract, 
Examples and claims). 

Prince discloses liposome aerosol formulation for the delivery of drugs to 
respiratory tract. The particle sizes are 1-10 microns. The drug combination includes 
antibiotics, antiviral agents and steroids (note the abstract, Examples and claims). 

In the absence of showing unexpected results, it is deemed obvious to one of 
ordinary skill in the art to use an anti-septic agent and a wound healing promoting agent 
(encapsulated in liposomes) taught by EP to any part of the body including the 
respiratory tract, which has a microbial infection and a wound with the expectation of 
reasonable success since the references of Knight, Radhakrishnan and Prince show the 
common knowledge in the art of using a combination even for the respiratory tract. One 
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of ordinary skill in the art would have been motivated to use PVP-iodine taught by EP as 
a drug in the liposomal compositions of Knight, Radhakrishnan or Prince with the 
expectation of obtaining similar results since PVP-lodine is a known anti-septic agent as 
shown by EP. EP also does not teach the administration of the composition for the 
infections which occur during remodeling or repairing the lower respiratory tract. 
However, it is deemed obvious to one of ordinary skill in the art that the wound healing 
compositions can be applied during any state wherein the wounds are susceptible to 
infectious agents, with the expectation of similar anti-septic effect. 

Applicant's arguments have been fully considered, but are not found to be 
persuasive. Applicant once again argues that skin or eye tissue is not equivalent to the 
tissue found in the lower respiratory tract. This argument has been addressed before 
many times. In essence, although the composition in EP is for external use, EP clearly 
teaches on page 2, lines 1-9 that the preparations are meant for application to the 
mucous membranes in humans and furthermore, EP is directed to the treatment of eye 
conditions. This is suggestive of the safe application of the compositions even for nasal 
or oral or tracheal mucous tissues. Furthermore, EP at the same location teaches that 
different antibiotics and antiseptic agents are known for the topical treatment of 
infectious diseases and that while antibiotics quite often lead to patient sensibilization, 
antiseptic agents such as PVP-iodine can prevent resistances and that they are much 
more rarely allergenic, as compared to antibiotics. The safe nature and the 
effectiveness of the liposomes and the safe nature of the anti-microbial povidone iodine 
is obvious from the combined teachings of the references and hence one of ordinary 
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skill in the art would be motivated to use the compositions containing PVP-iodine of EP 
by inhalation route taught by Knight or Radhakrishnan or Prince. For the same reason, 
applicant's comparison of liposome encapsulated iodine to shampoos and soaps are 
not persuasive. Contrary to applicant's arguments, the examiner has provided clear and 
particular showing there is motivation to combine the references. Furthermore, the 
examiner points out that applicant himself have not demonstrated the safety and 
effectiveness of the composition when administered internally. Instant specification 
contains only in vitro data, that too against a single organism. In response, applicant 
directs the examiner's attention to WO 99/60998, which according to applicant show 
that PVP-iodine alone would be highly detrimental to ciliated lung cells in vivo whereas 
application of liposome containing PVP-iodine would not harm the ciliated lung cells. 
These arguments are not found to be persuasive since that is the point the examiner 
raised; that is, these results are from in vitro studies and there is no in vivo data to show 
that this compound is safe when administered internally. It is interesting to note that in 
instant claim applicant recites 'mercury containing compound' and 'formaldehyde 
releasing compound'. Aren't these compounds toxic to humans? In response to this 
statement, applicant argues that such compounds are not recited in the pending claims. 
This argument is not persuasive since mere deletion of the these compounds from the 
claims will not change applicant's view as noted from the specification that mercury or 
formaldehyde containing compounds can be administered internally and the examiner 
was only pointing out that fact. 
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3. Claims 22, 32-33, 36-41, 51, 55-61, 64-68 and 71-74 are rejected under 35 
U.S.C. 103(a) as being unpatentable over EP (0639373) in combination with either 
knight (5,049,388) or Radhakrishnan (5,049,389) or Prince (5,290,540); or vice versa 
(Knight or Radhakrishnan or Prince each in view of EP) as set forth above, in further 
combination with WO 85/001 12. 

The teachings of EP, Knight, Radhakrishnan and Prince have been discussed 

above. 

WO teaches the administration of vaporized microbicidal agent such as 
povidone-iodine for the treatment of the symptoms of a viral or bacterial infection. The 
administration is by nasal route (abstract and claims, claims 1 and 7 in particular). 

It would have been obvious to one of ordinary skill in the art to administer the 
liposomal compositions containing povidone-iodine since the reference of WO shows 
that povidone-iodine can be administered safely by inhalation route to treat viral and 
bacterial infections. 

Applicant's arguments have been fully considered, but are not found to be 
persuasive. Arguments regarding Knight, Radhakrishnan and Price have been 
addressed above. According to applicant, contrary to the Examiner's contention, the 
International publication teaches that microbicidal agents, including povidone iodine, 
can be administered by inhalation of a stream or heated air containing the agents to the 
nasal passages only, which are in the upper respiratory tract. Applicants also note that 
the heated air component is as an important part of the methods described in the 
International publication, as are the microbicidal agents. Further according to applicant, 
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it is clear that the administration in WO is only to the nasal passages, not to any other 
part of the respiratory tract, much less the lower respiratory tract. These arguments are 
not found to be persuasive since and instant claims do not exclude heated air. Even 
assuming they did, the examiner points out that WO is combined for its teachings of the 
safe administration povidone iodine internally, that is through nose and not for its 
teachings of heated air. With regard to applicant's second point, the examiner points out 
that it would be obvious to anyone that when a compound vapors are inhaled through 
the nose, those vapors would not just stop at the nose, but would get into the respiratory 
tract which according to applicant includes even trachea and applicant has not shown 
that to be otherwise. In response, applicant requests further explanation of the 
statement that the present invention does not exclude heated air. Applicant's prior 
argument is that WO requires inhalation of a stream or heated air containing PVP- 
iodine. The examiner was merely conveying that WO shows that PVP-iodine can be 
administered internally through nasal passages. It is the examiner's position that 
irrespective of the carrier (that is stream of air or heated air), the WO reference shows 
that PVP-iodine is safe when administered internally through nasal passages. Instant 
claim language, 'comprising' does not exclude stream or heated air of WO. Applicant's 
arguments that WO is solely directed to nasal passages are not persuasive since when 
a compound or composition is administered through the nasal passages, it does not just 
stay in the nasal passage alone; since there is a stream of air, it is implicit it enters the 
respiratory tract including the lower respiratory tract and applicant has not shown that to 
be otherwise. 
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4. This is a continuation of applicant's earlier Application No. 09/701 ,450. All claims 
are drawn to the same invention claimed in the earlier application and could have been 
finally rejected on the grounds and art of record in the next Office action if they had 
been entered in the earlier application. Accordingly, THIS ACTION IS MADE FINAL 
even though it is a first action in this case. See MPEP § 706.07(b). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no, however, event will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gollamudi S. Kishore, Ph.D whose telephone number is 
(571) 272-0598. The examiner can normally be reached on 6:30 AM- 4 PM, alternate 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Gollamudi S Kishore, Ph.D 
Primary Examiner 
Art Unit 1615 

GSK 



